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DETAILED ACTION 

Information Disclosure Statement 

The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1 .98(b) requires a list of all patents, publications, or other 
information submitted for consideration by the Office, and MPEP § 609.04(a) states, 
"the list may not be incorporated into the specification but must be submitted in a 
separate paper." Therefore, unless the references have been cited by the examiner on 
form PTO-892, they have not been considered. 

Drawings 

The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the at least one optic 
fiber attached to the treatment device as specified in claim 6 must be shown. How the 
tools specified in claim 9 fit through the access device 4 must be shown. How a 
conductive medium is provided from a source external to the disc as specified in claim 
12 must be shown. How a dye is injected into the disc as specified in claim 24 must be 
shown. Otherwise, the feature(s) must be canceled from the claim(s). No new matter 
should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
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number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 6, 9, 12, 17, 21, and 24 are rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the enablement requirement. The claims contain subject 
matter which was not described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and/or use the invention. 

Regarding claim 6, the disclosure does not specify how to make and/or use the 
invention, wherein at least one of the optic fibers is attached to the treatment device. 
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Regarding claim 9, the disclosure does not enable the use of the large tools 
claimed with the access device 4 as shown or described. 

Regarding claim 12, the disclosure does not show or describe any inlet or outlet 
ports to allow a conductive medium to be provided from a source external to the disc. 

Regarding claim 17, the disclosure does not specify how to measure a void 
created by the ablating of tissue. 

Regarding claim 21, the disclosure does not specify how to measure shrinkage of 
tissue resulting from the coagulating of tissue. 

Regarding claim 24, the disclosure does not specify how a dye is injected into the 

disc. 

Claim Objections 

Claims 9 and 14 are objected to because of the following informalities: Claims 9 
and 14 recite the limitation "the treatment device." There is insufficient antecedent basis 
for this limitation in the claim. For the purposes of examination it is assumed that 
applicant intended Claims 9 and 14 to depend from claim 4 instead of claim 2. 
Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-2, 4-6, 10-18, and 25-26 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Underwood et al. (U.S. Pat. No. 6,277,112 B1). 

Regarding claim 1 , Underwood et al. disclose a method for treating an 
intervertebral disc comprising: 

Advancing at least one optic fiber 324 into a nucleus of the disc via the access 
device 302 (col. 26, In. 53-59, col. 27, In. 2-3 and 6-8, and Figs. 16 and 17); and 

Viewing an interior of the disc using at least one of the optic fibers (Figs. 17 and 

18). 

Regarding claim 2, Underwood et al. disclose the method of claim 1 , further 
comprising advancing an access device into the disc to create a passageway into the 
disc with the access device (col. 27, In. 44-49). 

Regarding claim 4, Underwood et al. disclose the method of claims 1 and 2, 
further comprising: 

Advancing a treatment device 310 through the access device 302 (Fig. 16); and 
Activating the treatment device to treat the disc (col. 27, In. 64 - col. 28, In. 16 
and Fig. 18). 

Regarding claim 5, Underwood et al. disclose the method of claims 1, 2, and 4, 
wherein activating the treatment device occurs prior to viewing the interior of the disc 
(Fig. 1 8). Since the treatment device of Underwood et al. must first remove tissue from 
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the interior of the disc in order for the optical fiber to be able to view the interior, the 
treatment device is inherently activated prior to viewing the interior of the disc. 

Regarding claim 6, Underwood et al. disclose the method of claims 1, 2, and 4, 
wherein at least one of the optic fibers 324 is attached to the treatment device 310 (Fig. 
17). 

Regarding claim 10, Underwood et al. disclose the method of claims 1, 2, and 4, 
wherein the treatment device includes at least one active electrode 357 and a return 
electrode 350, wherein activating the treatment device comprises applying a high 
frequency voltage between the active and return electrodes (col. 27, In. 64-67 and Fig. 
17). 

Regarding claim 11, Underwood et al. disclose the method of claims 1-2, 4, and 
10, further comprising using a conductive medium to form a current path between the 
active and return electrodes (col. 27, In. 40-42 and 53-58 and Fig. 17) 

Regarding claim 12, Underwood et al. disclose the method of claims 1-2, 4, and 
10-11, where the conductive medium is provided from a source external to the disc (col. 
27, In. 40-42 and 53-58 and Fig. 17). 

Regarding claim 13, Underwood et al. disclose the method of claims 1-2, 4, and 
10-1 1, where the conductive medium is the naturally occurring fluid within the disc. The 
naturally occurring fluid is inherently present in the disc. Therefore, the conductive 
medium must inherently comprise at least the naturally occurring fluid. 
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Regarding claim 14, Underwood et al. disclose the method of claims 1, 2, (and 4) 
wherein advancing the treatment device comprises advancing the treatment device into 
a nucleus pulposus of the disc (col. 27, In. 44-49). 

Regarding claim 1 5, Underwood et al. disclose the method of claims 1 , 2, and 4, 
wherein activating the treatment device comprises ablating tissue within the disc (col. 
27, In. 64-67 and Figs. 17 and 18). 

Regarding claim 16, Underwood et al. disclose the method of claims 1-2, 4, and 
1 5, further comprising observing the effect of the ablating of tissue using the optic fiber 
(col. 28, In. 17-18). 

Regarding claim 17, Underwood et al. disclose the method of claims 1-2, 4, and 
15-16, wherein observing the effect comprises measuring a void created by the ablating 
of tissue (col. 28, In. 22-23). 

Regarding claim 18, Underwood et al. disclose the method of claims 1-2, 4, and 
15-16, wherein observing the effect comprises observing an outer portion of the disc. 
The device of Underwood et al. is inherently capable of observing an outer portion of 
the disc when observing the effect of ablation (Fig. 18). 

Regarding claim 25, Underwood et al. disclose the method of claim 1 , where 
advancing the at least one optic fiber into the nucleus of the disc via the access device 
is performed during an open surgical procedure (col. 3, In. 27-33). 

Regarding claim 26, Underwood et al. disclose the method of claim 1 , where 
advancing the at least one optic fiber into the nucleus of the disc via the access device 
is performed during a percutaneous surgical procedure (col. 4, In. 46-50). 
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Claims 1-2, 4, 9, 19-20, and 22-23 are rejected under 35 U.S.C. 102(b) as being 
anticipated by another embodiment of Underwood et al. 

Regarding claim 1 , in another embodiment Underwood et al. disclose a method 
for treating an intervertebral disc comprising: 

Advancing at least one optic fiber 280 into a nucleus of the disc via the access 
device 278 (col. 24, In. 12-17 and Fig. 13); and 

Viewing an interior of the disc using at least one of the optic fibers (Figs. 1 3-1 5). 

Regarding claim 2, in another embodiment Underwood et al. disclose the method 
of claim 1 , further comprising advancing an access device into the disc to create a 
passageway into the disc with the access device (col. 24, In. 30-35). 

Regarding claim 4, in another embodiment Underwood et al. disclose the 
method of claims 1 and 2, further comprising: 

Advancing a treatment device 284 through the access device 278 (Figs. 13-15); 

and 

Activating the treatment device to treat the disc (col. 25, In. 35-38). 

Regarding claim 9, in another embodiment Underwood et al. disclose the method 
of claims 1 , 2, (and 4) where the treatment device is selected from a group comprising 
pituitary rongeurs, curettes, graspers, cutters, drills, and microdebriders (col. 25, In. 20- 
34 and Figs. 14 and 15). 
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Regarding claim 19, in another embodiment Underwood et al. disclose the 
method of claims 1 , 2, and 4, wherein activating the treatment device comprises 
coagulating tissue within the disc (col. 3, In. 48-53). It is noted that causing tissue to 
shrink constitutes coagulating tissue as evidenced by claim 21. 

Regarding claim 20, in another embodiment Underwood et al. disclose the 
method of claims 1-2, 4, and 19, further comprising observing the effect of the 
coagulating of tissue using the optic fiber (Fig. 14). 

Regarding claim 22, in another embodiment Underwood et al. disclose the 
method of claims 1-2, 4, and 19-20, wherein observing the effect comprises observing 
an outer portion of the disc. The device of Underwood et al. is inherently capable of 
observing an outer portion of the disc when observing the effect (Fig. 15). 

Regarding claim 23, in another embodiment Underwood et al. disclose the 
method of claims 1, 2, and 4, further comprising performing non-invasive imaging prior 
to or during activating the treatment device (col. 24, In. 1-15). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 3, 7-8, and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Underwood et al. 

Regarding claim 3, Underwood et al. disclose the method of claims 1 and 2. The 
claim differs from Underwood et al. in calling for advancing the access device into the 
disc to comprise separating layers of a fibrous outer portion of the disc to create a 
passageway into the disc with the access device. Underwood et al., however, disclose 
another embodiment of their invention in which the access device 702 comprises a 
needle (as called for by the applicant on page 1 7, 70 of the specification) that 
advances into the disc to separate layers of a fibrous outer portion of the disc to create 
a passageway into the disc that causes less damage and is re-sealable. (col. 33, In. 25- 
34, col. 33, In. 45-55, and Figs. 34-36). Therefore, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to have the method of 
advancing the access device of Underwood et al. comprise separating layers of a 
fibrous outer portion of the disc to create a passageway into the disc with the access 
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device in view of another embodiment of Underwood et al. to create a passageway that 
causes less damage and is re-sealable. 

Regarding claim 7, Underwood et al. disclose the method of claims 1 , 2, and 4. 
The claim differs from Underwood et al. in calling for advancing of the at least one optic 
fiber and viewing the interior of the disc to be performed intermittently through said 
method. In view of the method disclosed by Underwood et al., however, it would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
have intermittently advanced at least one optic fiber and viewed the interior of the disc 
because the user would obviously remove tissue and intermittently advance at least one 
optic fiber and view the interior of the disc to see how much tissue had been removed. 

Regarding claim 8, Underwood et al. disclose the method of claims 1 and 2. The 
claim differs from Underwood et al. in calling for advancing the access device to 
comprise inserting a needle into at least a fibrous outer portion of the disc. Underwood 
et al., however, disclose another embodiment of their invention in which the access 
device 702 comprises a needle (as called for by the applicant on page 17, 70 of the 
specification) that is inserted into a fibrous outer portion of the disc to create a 
passageway into the disc that causes less damage and is re-sealable. (col. 33, In. 25- 
34, col. 33, In. 45-55, and Figs. 34-36). Therefore, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to have the method of 
advancing the access device of Underwood et al. comprise inserting a needle into at 
least a fibrous outer portion of the disc in view of another embodiment of Underwood et 
al. to create a passageway that causes less damage and is re-sealable. 
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Regarding claim 21, in another embodiment Underwood et al. disclose the 
method of claims 1-2, 4, and 19-20. The claim differs from another embodiment of 
Underwood et al. in calling for observing the effect to comprise measuring shrinkage of 
tissue resulting from the coagulation of tissue. In one embodiment Underwood et al., 
however, teach measuring a void created by the ablating of tissue (col. 28, In. 22-23). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have the method of observing of Underwood et al. comprise 
measuring shrinkage of tissue resulting from the coagulation of tissue in view of one 
embodiment of Underwood et al. because it is obvious to use the same method to 
measure a void to monitor treatment progress, whether the void is created by 
coagulation or ablation. 

Claim 24 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Underwood et al. in view of Mulier et al. (U.S. Pat. No. 5,897,553). 

Regarding claim 24, Underwood et al. disclose the method of claim 1 . The claim 
differs from Underwood et al. in calling for the method to further comprise injecting a 
dye into the disc. Mulier et al., however, teach a method for an electrosurgical device 
with a conductive fluid, wherein a dye is injected with the conductive fluid in order to 
make the fluid more visible during the procedure (col. 5, In. 10-12). Therefore, it would 
have been obvious to one of ordinary skill in the art at the time the invention was made 
to have the method of Underwood et al. comprise injecting a dye into the disc in view of 
the teaching of Mulier et al. in order to make the fluid more visible during the procedure. 



Application/Control Number: 10/735,477 Page 13 

Art Unit: 3739 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure: 

U.S. Pat. No. 5,762,629 to Kambin 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alex B. Toy whose telephone number is (571) 272-1953. 
The examiner can normally be reached on Monday through Friday, 8:00 AM to 4:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda CM. Dvorak can be reached on (571) 272-4764. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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